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What AreWe Talking About?

= Product Jurisdiction

¢ What 1S 1t?

¢ Why should | care?

¢ Product types

¢ Paths to a jurisdiction decision
= CBER Ombudsman Function

¢ What 1S 1t?

¢ How does it work?

¢ Typesof inquiries




What 1s Product Jurisdiction?

= Determination of which Center or agency
component* within FDA isassigned primary
responsibility for review and regulation of a
product.

= Other guestionsthat may be asked
o What isit?

¢ If It Isajoint review how will the centers
Interact?

+ What regulatory authoritieswill be applied?

* Language from MDUFMA



Why ask?

m Early product development program

m Business decisions and long term
planning



When Do You Need to Ask?

= New technology introduced
= Old technologies combined in a new form

= Precedentsfor other (related) products
appear to be inconsistent

= Any timethereis uncertainty
= As soon as possible



General Product Categories

= Novel single entity products
= Combinations
+ Novel drug/biologic delivery systems

+ | ntegrated biologic/device systems
Intended for:

» M etabolic support

s TISSUE repair,regeneration,
I eplacement



Novel Single Entity Products

m Oneprimary component (single entity product)
¢ Intercenter agreements
+» New technologies may not be discussed
» Doesn’t reflect recent product transfers
+ Guidance documents

+ Informal input from center jurisdiction
officers

+» RED process



Combination Products - Defined

m 21 CFR 3.2 (e)l: “A product comprised of two
or more regulated components, I.e.,
drug/device, biologic/device, drug/biologic, or
drug/device/biologic, that are physically,
chemically, or otherwise combined or mixed
and produced as a single entity”

s 21 CRF 3.2(e)2-4



Tricky Combinations

= Novel combinations
+ Emerging technologies
+ New twists on old products

= Appropriate assignment may not be
obVIous.
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How Jurisdictional Decisions
Are Made for Combinations

m For Combinations: Primary mechanism
of action (21 CFR 3.4)

¢ “ To designate the agency component
with primary jurisdiction for the
premarket review and regulation of a
combination product, the agency shall
determine the primary mode of action
of the product.”



Combination Product Decisions

m Mechanism of action inconclusive... So now
what?

m Other factorsthat have been be consider ed:

¢ Center expertise with most complex safety
and/or efficacy issues

+ Assignment of very closely related products

¢ Center expertise with specific product
categories

¢ Unigue regulatory reguirements



Review of Combination
Products

m | ead Center
s responsible for taking action

s+ one focal point for sponsor/agency
Interaction

s option for consult or collaborative
eview




Other Relevant Questions

= \Which regulatory authorities will apply?
¢ Biologic, drug or device?
+ One application or two?
+ Mixing regulatory authorities
= Joint review: How will the two centers interact?
+ Consult
¢ Collaboration
+ Two applications/shared responsibility



Questions about Jurisdiction?

= CBER: Call the CBER Ombudsman (301-827-
0379)

= CDER: Call the CDER Ombudsman (301-
594-5443)

m CDRH: Call the CDRH Chief Jurisdictional
Officer (301-594-1190, ext 132)

m |ntercenter issues. Call the FDA Office of
Combination Products (301-827-9229)






CBER Ombudsman

= |mpartial
= |ndependent
= |nformal
= Confidential




CBER’s Ombudsman Function

m External Ombudsman:

¢ Deals with industry/sponsor disputes with
CBER

¢+ formal
¢ Informal
+ Common Problems
¢+ Scientific Assessment
¢+ Regulatory Assessment
¢ Process |'ssues



Ombudsman Function

= | mprove Communication:

¢ Identify level of organization where
“block” exists

¢ Identify circumstance(s) of
disagr eement

¢ talk to supervisor
¢ Identify next level
» mediate/facilitate further discussion



Formal Vs. Informal Disputes

m Formal = |nformal
+ FDAMA (8404) ¢ Informal mechanism
s formal timelines ¢ NO set timelines
+ formal response ¢ Informal
=E I esponse/agr eements

s records: all + records: only
_detalled : general information
Information

. kept in Ombudsman
retained file



CBER Informal Disputes

= Approximately 89 ombudsman contacts or
reguests for intervention were received in
FY -03 from 10/2/2002 through 2/24/2004.
Of these, 12 were considered to be major
Interventions.



CBER Informal Disputes

m 89 contactsrelated to a variety of issues:
¢ 33 scientific, regulatory or process disputes
¢ 20 jurisdiction decisions
¢ 15 high-level policy issues
¢ 1 FOI Issues
+ 8 compliance issues
¢ 12 “other”



CBER Formal Disputes

m Only 5 formal disputes (7 goal dates) filed with
CBER in thelast four years (nonein FY 2003
or 2004):

¢ 3 did not proceed beyond thefirst cycle
¢ 2 Completed

¢ 1 product, 2 cycles: resolved as reguested
by the sponsor;

¢ 1 product, 2 cycles: compromise reached



How to Contact the CBER
Ombudsman

CBER Ombudsman — Sheryl Lard Whiteford

301-827-0379 (telephone) 301-827-2920
(fax)
e-mail: Lard@CBER .FDA.GOV



